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medication safety and regulatory 
intervention. 



Proactive Pharmacovigilance 
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uncertainties. 

heads.medagencies.org/heads/docs/Section_6_Pharmacovigilance 



A New Frontier 
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packaging, shielding and shelf life of drugs 
for exploration class missions. 
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All pharmaceutical kits will include a Temperature Data 
Logger and Passive Dosimeter recorder to record 
temperature, humidity, and radiation levels, 
respectively. 



Flight Stability Kit Components 



Powders □ Tablets 

*| *| □ Capsules & Powders 

□ Liquids & Gels 

□ Semi-solids 



Experimental Conditions 

Spaceflight (STS, ISS) 
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Ground Control 

- The remaining 8 Identically packaged stability kits of medications 
will be stored in secured facilities at KSC on the ground, until 
returned to JSC with the flight and OES kits. 



Research Project Logistics 



Ground Controls - identical packets stored for durations equivalent to flight samples prior to analysis 















Research Plan 












Pharmaceutical Stability Research Project 

Pharmacovigilance Aspects 




. Physical Characterization 
. Chemical Analysis (HPLC / UPLC) 



Security / Control 
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-Accountability 

i Maintenance of required logs and files 



Packaging / Containment 
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Stability Kit 
Transport Container 








Shelf-Life Assessment 






Stability Assessment Parameters 

i Physical Parameters 
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Stability Assessment Parameters 

Physical parameters for Solid dosages 
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changes in pH. 

Sterile formulations will be tested for 
microbiological contamination. 




Stability Assessment Parameters 
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the dosage form using a standard dissolution or 
diffusion testing apparatus. 



Chemical Content Analysis 
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Preliminary Results 

i The first kit flown on a shuttle flight was 
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Dissolution and diffusion rate 
determinations of active compound for all 
dosage forms is currently in progress 
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Changes in Physical and Chemical 
Assessment Parameters 




Superficial Damage Uniformity Variation Hardiness & Durability Content Analysis 

Failure Failure (<95%) 

Assessment Parameter 
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discolored. 
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frontier of pharmaceutical research and 
clinical practice. 
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